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4. This report contains indications relating to the following items: 



El Box No. I 

□ Box No. II 
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B Box No. V 
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EI Box No. VII 

□ Box No. VIII 



Basis of the opinion 

Non ri establlshment of opinion with regard to novelty, inventive step and industrial applicability 
Lack of unity of invention 

Reasoned statement under Article 35(2) with regard to novefty, inventive step or Industrial 

applicability; citations and explanations supporting such statement 

Certain documents cited 

Certain defects in the international application 

Certain observations on the international application 



Date of submission of the demand 
26.01 .2006 




Name and mailing address of the International 
preliminary examining authority: 

European Patent Office 
D-80298 Munich 

Tel +49 89 2399 - 0 Tx: 523656 epmu d 
Fax: +49 89 2399 - 4465 



Buchmann, G 

Telephone No. +49 89 2399- 



PCT/IPEA/409 (Cover Sheet) (January 2004) 



INTERNATIONAL PRELIMINARY REPORT 
ON PATENTABILITY 



International application No. 
PCT/GB2005/D01161 



Box No. I Basis of the report ; - 

1 . With regard to the language, this report is based on the international application in the language in which it was 
filed, unless otherwise indicated under this item. 

□ This report is based on translations from the original language into the following language , 
which is the language of a translation furnished for the purposes of: 

□ international search (under Rules 12.3 and 23.1(b)) 

□ publication of the international application (under Rule 12.4) 

□ international preliminary examination (under Rules 55.2 and/br 55.3) 

2. With regard to the elements* of the international application, this report is based on (replacement sheets which 
have been furnished to the receiving Office in response to an invitation under Article 14 are referred to in this 
report as "originally filed" and are not annexed to this report): 



Description, Pages 
1-39 

Claims, Numbers 

1-23 

Drawings, Sheets 

1/9-9/9 



as originally filed 



as originally filed 



as originally filed 



□ a sequence listing and/br any related table(s) - see Supplemental Box Relating to Sequence Listing 

3. □ The amendments have resulted in the cancellation of: 

□ the description, pages 

□ the claims, Nos. 

□ the drawings, sheets/figs 

□ the sequence listing (specify): 

□ any tab)e(s) related to sequence listing (specify): 

4. □ This report has been established as if (some of) the amendments annexed to this report and listed below 
had not been made, since they have been considered to go beyond the disclosure as filed, as indicated in the 
Supplemental Box (Rule 70.2(c)). 

□ the description, pages 

□ the claims, Nos. 

□ the drawings, sheets/figs 

□ the sequence listing (specify): 

□ any table(s) related to sequence listing (specify): 

* If item 4 applies, some or all of these sheets may be marked "superseded, " 
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Box No- III Non-establishment of opinion, with regard to novelty, inventive step and industrial 
applicability 

1. The questions whether the claimed invention appears to be novel, to involve an inventive step (to be non- 
obvious), or to be industrially applicable have not been examined in respect of: 

□ the entire international application, 
claims Nos. 8,22,23 

because: 

□ the said international application, or the said claims Nos. relate to the following subject matter which does 
not require an international preliminary examination (specify): 

£*J the description, claims or drawings (indicate particular elements below) or said claims Nos. 8 are so unclear 
that no meaningful opinion could be formed (specify): 

see separate sheet 

□ the claims, or said claims Nos. are so inadequately supported by the description that no meaningful opinion 
could be formed. 

IS no international search report has been established for the said claims Nos. 22,23 

□ the nucleotide and/br amino acid sequence listing does not comply with the standard provided for in Annex 
C of the Administrative Instructions in that: 

the written form □ has not been furnished 

□ does not comply with the standard 
the computer readable form □ has not been furnished 

□ does not comply with the standard 

□ the tables related to the nucleotide and/or amino acid sequence listing, if in computer readable form only, do 
not comply with the technical requirements provided for in Annex C-bis of the Administrative Instructions. 

□ See separate sheet for further details 



Form PCT/1PEA/409 (January 2004) 



INTERNATIONAL PRELIMINARY REPORT 
ON PATENTABILITY 



International application No. 
PCT/GB2005A)01161 



Box No. V Reasoned statement under Article 35(2) with regard to novelty, inventive step or industrial 
applicability; citations and explanations supporting such statement 

1. Statement 



Novelty (N) 


Yes: 


Claims 


1 




No: 


Claims 


2,3,6,7,9-12,15,16,17 


Inventive step (IS) 


Yes: 


Claims 


1 




No: 


Claims 


4,5,13,14,18,19,20,21 


Industrial applicability (IA) 


Yes: 


Claims 


1-21 




No: 


Claims 





2. Citations and explanations (Rule 70.7): 
see separate sheet 



Box No. Vil Certain defects in the international application 

The following defects in the form or contents of the international application have been noted: 
see separate sheet 
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Re Item III. 



International application No. 
PCT/GB20Q5/001161 



Claim 8: 

Claim 8 defines that any movement within the disc is greater between the outer component 

and inner component than between the inner component and the core. 

This definition does not contain any technical features of the disc itself, but only gives a 

relation between different movements which might occur during use of the disc (guidelines 

C-lll,4.8a). 

As it is not clear which technical features should lead to said relation of movements 
occurring during use, no examination can be carried out for claim 8. 

Claims 22 and 23: 

Claims 22 and 23 of the present application defines a surgical technique for providing a 
disc prosthesis, comprising the step of inserting a disc prosthesis in the spine. This 
represents a method for surgical treatment of the human body in the sense of Rule 67.1 
(iv) PCT. Therefore, no examination is carried out for these claims according to Art. 34 
(4)(a)(l) PCT. 



Re Item V. 

1 Reference is made to the following documents: 

D1 : US 6 41 9 704 B1 (FERREE BRET) 1 6 July 2002 (2002-07-1 6) 



2 INDEPENDENT CLAIM 2 

2.1 The present application does not meet the criteria of Article 33(1) PCT, because the 
subject-matter of claim 2 is not new in the sense of Article 33(2) PCT. 
Document D1 discloses (see column 5, lines 20-39; column 6, lines 4-12; column 8, 
line 22 - column 9, line 15 and fig. 6a-6d): 

A prosthesis including a core, the core being provided in an inner component (first ply 
602), the inner component being provided in an outer component (second ply). 
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The subject-matter of claim 2 is therefore already known from document D1. 



3 DEPENDENT CLAIMS 3-7, 9-21 

Dependent claims 3-7, 9-21 do not contain any features which, in combination with 

the features of any claim to which they refer, meet the requirements of the PCT in 

respect of novelty and/or inventive step (Article 33(2) and (3) PCT). 

See the documents cited in the international search report and the corresponding 

passages. 

Remark: Claims 20 and 21 are regarded as dependent on claim 2, because they 
comprise all features of claim 2. 



4 INDEPENDENT CLAIM 1 

4.1 Document D1 , which is considered to represent the most relevant state of the art, 
discloses (see column 5, lines 20-39; column 6, lines 4-12; column 8, line 22 - 
column 9, line 15 and fig. 6a-6d): 

A prosthesis including a core, the core being of elastomeric material, the core being 
provided within an inner component (first ply 602), the inner component being of 
fabric, the inner component being provided within an outer component (second ply) 
the outer component being of fabric. 

4.1 .1 The subject-matter of independent claim 1 differs from the prior art in that: 

the inner component has a smooth inner contact surface for the core, and in that 
movement between the inner and outer components is facilitated in preference to 
movement between the inner component and the core. 
The subject-matter of claim 1 is therefore novel (Article 33(2) PCT) 

4.1 .2 The problem to be solved by the present invention may be regarded as: 
Preventing the core from damage while providing an outer component optimised for 
attachment to the implantation site. 

4.1 .3 The above problem is solved by the present invention, because the core is 
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protected by the smooth internal surface of the inner component, and the outer 
component is allowed to move with respect to the inner component. 

Therefore, the subject-matter of claim 1 is regarded as involving an inventive step 

(Art. 33(3) PCT). 

Re Item VII. 

The independent claims are not written in the two part form (Rule 6.3(b) PCT), which in the 
present case would be appropriate, with those features known in combination from the 
prior art being placed in the preamble (Rule 6.3(b)(1) PCT) and with the remaining features 
being included in the characterising part (Rule 6.3(b)(ii) PCT). 

The features of the claims are not provided with reference signs placed in parentheses to 
increase the intelligibility of the claims (Rule 6.2(b) PCT). This applies to both the preamble 
and characterising portion (see the PCT Guidelines, 111-4.11). 

The document D1 is not identified in the description and the relevant background art 
disclosed therein is not discussed (Rule 5.1 (a)(ii) PCT). 
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FOR FURTHER ACTION 

See paragraph 2 below 


International application No. 
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International filing date (dayAnonth/year) 
24.03.2005 


Priority date (day/montWyaar) 
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International Patent Classification (IPC) or both national classification and IPC 
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Box 


No. 


I 


□ 


Box 


No. 


II 




Box 


No. 


ill 


□ 


Box 


No. 


IV 




Box 


No. 


V 


□ 


Box 


No. 


VI 




Box 


No. 


VII 


□ 


Box 


No. 


VIII 



1 . This opinion contains indications relating to the following items: 

Basis of the opinion 
Priority 

Non-establishment of opinion with regard to novelty, inventive stop and industrial applicability 
Lack of unity of Invention 

Reasoned statement under Rule 43b/s.1 (a)(i) with regard to novelty, inventive step or industrial 
applicability; citations and explanations supporting such statement 

Certain documents cited 

Certain defects in the international application 

Certain observations on the international application 

2. FURTHER ACTION 

If a demand for international preliminary examination is made, this opinion will usually be considered to be a 
written opinion of the International Preliminary Examining Authority ("IPEA"). However, this does not apply where 
the applicant chooses an Authority other than this one to be the IPEA and the chosen IPEA has notifed the 
International Bureau under Rule 66.1b/s(b) that written opinions of this International Searching Authority 
will not be so considered. 

If this opinion is, as provided above, considered to be a written opinion of the IPEA, the applicant is Invited to 
submit to the IPEA a written reply together, where appropriate, with amendments, before the expiration of three 
months from the date of mailing of Form PCT/ISA/220 or before the expiration of 22 months from the priority date, 
whichever expires later. 

For further options, see Form PCT/ISA£20. 

3. For further details, see notes to Form PCT/ISA/220. 



Name and mailing address of the ISA: 



European Patent Office 
D-80298 Munich 

Tel. +49 89 2399 - 0 Tx: 523656 epmu d 
Fax: +49 89 2399 - 4465 



Authorized Officer 

Buchmann, G 

Telephone No. +49 89 2399-2288 



(J>) 
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Box No. I Basis of the opinion 



1 . With regard to the language, this opinion has been established on the basis of the international application in 
the language in which it was filed, unless otherwise indicated under this item. 

□ This opinion has been established on the basis of a translation from the original language into the following 
language , which is the language of a translation furnished for the purposes of international search 
(under Rules 12.3 and 23.1(b)). 

2. With regard to any nucleotide andtor amino acid sequence disclosed in the international application and 
necessary to the claimed invention, this opinion has been established on the basis of: 

a. type of material: 

□ a sequence listing 

□ table (s) related to the sequence listing 

b. format of material: 

□ in written format 

□ in computer readable form 

c. time of filing/furnishing: 

□ contained in the international application as filed. 

□ filed together with the international application in computer readable form. 

□ furnished subsequently to this Authority for the purposes of search. 

3 □ In addition, in the case that more than one version or copy of a sequence listing andfer table relating thereto 
3 ' has been filed or furnished, the required statements that the 

copies is identical to that in the application as filed or does not go beyond the application as filed, as 

appropriate, were furnished. 

4. Additional comments: 
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Box No. Ill Non-establishment of opinion with regard to novelty, inventive step and industrial 
applicability . 



The questions whether the claimed invention appears to be novel, to involve an inventive step (to be non 
obvious), or to be industrially applicable have not been examined in respect of: 

□ the entire international application, 
B claims Nos. 8,22,23 

because: 

□ the said international application, or the said claims Nos. relate to the following subject matter which 
does not require an international preliminary examination (specify): 

B the description, claims or drawings (indicate particular elements below) or said claims Nos. 8 are so 
unclear that no meaningful opinion could be formed (specify): 

see separate sheet 

□ the claims, or said claims Nos. are so inadequately supported by the description that no meaningful opinion 
could be formed. 

B no international search report has been established for the whole application or for said claims Nos. 22,23 

□ the nucleotide and/br amino acid sequence listing does not comply with the standard provided for in Annex 
C of the Administrative Instructions in that: 

the written form □ has not been furnished 

□ does not comply with the standard 
the computer readable form □ has not been furnished 

□ does not comply with the standard 

□ the tables related to the nucleotide and/br amino acid sequence listing, if in computer readable form only, do 
nol cor^ requirements provided for in Annex C-Ws of the Administrative Instructions. 

□ See separate sheet for further details 
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Box No. V Reasoned statement under Rule 43fr/s.1 (a)(1) with regard to novelty, inventive step or 
industrial applicability; citations and explanations supporting such statement , 

1. Statement 



Novelty (N) 


Yes: 


Claims 


1 




No: 


Claims 


2,3,6,7,9-12,15,16,17 


Inventive step (IS) 


Yes: 


Claims 


1 




No: 


Claims 


4,5,13,14,18,19,20,21 


Industrial applicability (IA) 


Yes: 


Claims 


1-21 




No: 


Claims 





2. Citations and explanations 
see separate sheet 

Box No. VII Certain defects In the International application 

The following defects in the form or contents of the international application have been noted: 
see separate sheet 
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Re Item III. 

Claim 8: 

Claim 8 defines that any movement within the disc is greater between the outer component 
and inner component than between the inner component and the core. 
This definition does not contain any technical features of the disc itself, but only gives a 
relation between different movements which might occur during use of the disc (guidelines 
C-lll, 4.8a). 

As it is not clear which technical features should lead to said relation of movements 
occurring during use, no examination can be carried out for claim 8. 

Claims 22 and 23: . ... 

Claims 22 and 23 of the present application defines a surgical technique for providing a 
disc prosthesis, comprising the step of inserting a disc prosthesis in the spine. This 
represents a method for surgical treatment of the human body in the sense of Rule 67.1 
(iv) PCT. Therefore, no examination is carried out for these claims according to Art. 34 
(4)(a)(l) PCT. 



Re Item V. 



1 Reference is made to the following documents: 

D1 : US 6 41 9 704 B1 (FERREE BRET) 1 6 July 2002 (2002-07-1 6) 

2 INDEPENDENT CLAIM 2 

2 1 The present application does not meet the criteria of Article 33(1) PCT, because the 
subject-matter of claim 2 is not new in the sense of Article 33(2) PCT. 
Document D1 discloses (see column 5, lines 20-39; column 6, lines 4-12; column 8, 
line 22 - column 9, line 15 and fig. 6a-6d): 

A prosthesis including a core, the core being provided in an inner component (first ply 
602), the inner component being provided in an outer component (second ply). 
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AUTHORITY (SEPARATE SHEET) PGT/GB2005/O0n bi 

The subject-matter of claim 2 is therefore already known from document D1 . 

3 DEPENDENT CLAIMS 3-7, 9-21 

Dependent claims 3-7, 9-21 do not contain any features which, in comb.nat.on with 

the features of any claim to which they refer, meet the requirements of the PCT in 

respect of novelty and/or inventive step (Article 33(2) and (3) PCT). 

See the documents cited in the international search report and the corresponding 

passages. 

Remark: Claims 20 and 21 are regarded as dependent on claim 2, because they 
comprise all features of claim 2. 



4 INDEPENDENT CLAIM 1 

4 1 Document D1 , which is considered to represent the most relevant state of the art, 
discloses (see column 5, lines 20-39; column 6, lines 4-1 2; column 8, line 22 - 
column 9, line 15 and fig. 6a-6d): 

A prosthesis including a core, the core being of e.astomenc material, the core be.ng 
provided within an inner component (first ply 602), the inner componen being * 
fabric, the inner component being provided within an outer component (second ply) 
the outer component being of fabric. 

4 1 1 The subject-matter of independent claim 1 differs from the prior art in that: 

the .nne component has a smooth inner contact surface for the core, and in that 
Movement beLen the inner and outer components is facilitated ,n preference to 
movement between the inner component and the core. 
The subject-matter of claim 1 is therefore novel (Article 33(2) PCT) 

4 1 2 The problem to be solved by the present invention may be regarded as: 

Preventing the core from damage while providing an outer component opt.m.sed for 
attachment to the implantation site. 

4.1 .3 The above problem is solved by the present invention, because the core is 
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protected by the smooth internal surface of the inner component, and the outer 
component is allowed to move with respect to the inner component. 

Therefore, the subject-matter of claim 1 is regarded as involving an inventive step 

(Art. 33(3) PCT). 

Re Item VII. 

The independent claims are not written in the two part form (Rule 6.3(b) PCT), which in the 
present case would be appropriate, with those features known in combination from the 
prior art being placed in the preamble (Rule 6.3(b)(1) PCT) and with the remaining features 
being included in the characterising part (Rule 6.3(b)(ii) PCT). 

The features of the claims are not provided with reference signs placed in parentheses to 
increase the intelligibility of the claims (Rule 6.2(b) PCT). This applies to both the preamble 
and characterising portion (see the PCT Guidelines, 111-4.1 1). 

The document D1 is not identified in the description and the relevant background art 
disclosed therein is not discussed (Rule 5.1 (a)(ii) PCT). 
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